
 

 

  

  
 

I am submitting just one of several thousands of photos that we have taken of wounds treated
 
with autologous platelet rich plasma.  This patient is an elderly diabetic gentleman who had been 

treated by our group several times for various lower extremity non-healing ulcers.  The attached 

photographs were taken three and a half weeks apart.  As you will note, a single application of
 
autologous platelet gel closed this wound on his great toe.  Conventional prior treatments all 

failed to heal this ulcer.  Please take this into consideration when making your decision for 

coverage of this product.  


Respectfully, 


Robert J. Brandt
 
Blood Recovery Systems of Florida, Inc. 




 

 

 

 

 
 

 

 
 

 
 

 

Dear Sir or Madam, 

The Association for the Advancement of Wound Care is pleased to have the opportunity 
to comment on “Autologous Blood Derived Products for Chronic Non-Healing Wounds 
(CAG-00190R2).” 

On behalf of Dr. William Ennis, President Elect AAWC, and per your instructions, attached 
please find the document that could not accompany AAWC’s comment submitted minutes 
ago at CMS page 
https://www.cms.hhs.gov/mcd/public_comment.asp?nca_id=208&basketitem 

If you have any questions, please do not hesitate to contact me. 

Kind regards, 

Tina Thomas 
AAWC Executive Director 
83 General Warren Blvd. 
Suite 100 
Malvern, PA 19355 
Toll-free: 800-237-7285 ext. 223 
Direct Line: 610-560-4158 
Fax: 610-560-0501 

https://www.cms.hhs.gov/mcd/public_comment.asp?nca_id=208&basketitem
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To: 	 Dr. Steve Phurroughs 
Director, Coverage and Analysis group, CMS 

From: 	 William J. Ennis D.O.  
President Elect AAWC 

Cc: 	 Executive Committee, AAWC 
Tina Thomas, AAWC Executive Director 

Re: NCD for Platelet rich plasma (PRP) for non healing wounds. 

he AAWC is the largest, not for profit wound care organization in the United States with over 1,800 
embers. Our organization is represented by several healthcare disciplines as well as patients and lay 

aregivers. As part of our mission to facilitate optimal, evidence based wound care for patients, AAWC 
onitors and participates in legislative issues that have impact on our industry and membership. 

AWC does not support any company or product in particular, but AAWC does respond to process and 
egislative issues that impact optimal patient care. It has been well validated in the literature that growth 
actor therapy is a useful treatment for patients with non-healing wounds. Initially, this therapy was only 
vailable through the use of “procuren” solution, an autologous derived platelet therapy. Subsequently, bio-
ngineered platelet derived growth factor (PDGF) became commercially available and FDA cleared, as a 
ingle agent. After the decision to eliminate payment for platelet gel in the early 1990’s, few patients were 
ble to receive this therapy and research and development obviously was slowed by the lack of 
eimbursement. Recent modifications to the technique of obtaining, concentrating, activating and applying 
latelet derived gel has stimulated a resurgence in clinician use. In particular, there has been promising 
esults in the treatment of acute surgical wounds where the majority of the current literature is focused. 

 randomized, controlled trial reporting on the results of platelet gel therapy for diabetic foot ulcers has 
ecently been published. Although the study failed to reach significance in the intent to treat population, sub-
roup analysis identified a population that seemed to achieve significantly more healing than control.  

n summary, our organization has reviewed, as your group has, the current evidence surrounding the use of 
latelet gel in the treatment of both acute and chronic wounds. Although rigid criteria for statistically 
ignificant improvement in healing were not achieved, it is apparent that a large group of clinicians are 
urrently using platelet gel with considerable success in the acute surgical setting. We respectfully request 
hat a fair and complete review of the technology be conducted and that the absence of rigid scientific 
tatistical outcomes for chronic, non healing diabetic wounds not cloud results obtained in surgical and acute 
ound settings, although surrogate endpoints other than healing were reported. While we are empathetic to 

he economic impact for CMS of these types of coverage decisions, the economic impact of non healing 
ounds is equally as important. If the data, in the eyes of CMS, is not compelling enough at this time for all 
ound types, we would suggest a consideration for studies of a sub-group of wound types. This should 

nclude a clear pathway for the necessary data to be collected and the study design. Direction from CMS as 
o which population would be of most potential importance from an economical and clinical basis would 
reatly improve the chances for companies pursuing this type of therapy in the future.  

hank you on behalf of our patients. 



>This is in response to the open public comment period for the use of
>autologous blood derived products. I am a Family Nurse Practitioner
>and have been using this application for the past three years to treat
>acute and chronic non-healing wounds with GREAT success. Unfourtanely
>it has come as direct cost from the patients in which I have treated
>since it is not covered by Medicare. I honestly would have to say
that 
>I have had an 80 plus percent success rate with complete closure and
>healing when using this product. It amazes me to think that this item 
>it is not covered by Medicare from a cost containment standpoint
alone. 
>When compared to what I would use traditionally, i.e. Negative
pressure
>wound vac, costly skin grafts, etc. My primary place of employment is
>Home Health and we see a large variety of wounds which get to be very
>costly, not only for the patient, agency, but also for the insurance
>provider. A lot of these wounds are having to be treated in the
>hospital setting for complications including but not limited to IV
>antibiotics and amputation. With the future direction of our country
>in regards to Medicare spending, the baby- boomers, and overall global
>spending, I feel it is crucial that we are wise in identifying those
>items that can save our system money. When you look at the benefits
>versus risk and cost it just makes good sense. A simple cost
>comparison of what is being done in lieu of Autologous Platelet
>Grafting such as skin grafts and surgery for dehischence, should make
>our head spin. I could go on for hours; however, I have made my
point.
>If I can be of any further assitance in regards to cost containment
and outcomes please do not hesitate to contact me at my numbers listed
below. 
> 
>In Kindest Regards,
> 
>Todd Shaffett, RN, FNP-C
>985-630-5392 cell 
>985-892-7722 office 












































